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DETAILED ACTION 

Claims 1-25 are pending in the instant application. 



Election/Restrictions 

Applicant's election without traverse of Group I in the reply filed on 7/9/2010 is 
acknowledged. 

Claims 16-25 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 7/9/2010. 

An examination on the merits of claims 1-15 follows. 



Specification 

The disclosure is objected to because of the following informalities: 

1. Page 62, line 23 refers to Figure 1; however, the application does not contain 
drawings. 

2. The specification refers to nucleotides 54-3675 of the sequence set forth in SEQ ID 
NO: 3 (page 3, line 26; page 4, line 8), yet SEQ ID NO: 3 only sets forth nucleotides 1-3584. 

Appropriate correction is required. 



The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
other form of browser-executable code. See MPEP § 608.01. See page 9, line 17. 
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The use of the trademark GENBANK (page 62, line 1 1), SUPERFECT (page 23, lines 1 1 
and 29), and ADEASY (page 62, line 28) has been noted in this application. They should be 
capitalized wherever they appear and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any manner 
which might adversely affect their validity as trademarks. 

Claim Objections 

Claims 4, 9 and 13 are objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is required to 
cancel the claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or 
rewrite the claim(s) in independent form. Claim 4 depends from claim 1, which requires an 
expression cassette comprising from 5' to 3' the following elements: a CMV promoter sequence, 
a CMV enhancer sequence, a CMV intron A sequence, a heterologous nucleic acid sequence, 
and a polyadenylation site, wherein the promoter is operably linked to the heterologous nucleic 
acid sequence. The sequence of SEQ ID NO: 3 comprises an expression cassette containing each 
of the recited elements except for the heterologous nucleic acid sequence (e.g., specification, 
Example 1). The sequence of SEQ ID NO: 3 is the sequence of plasmid pCRXA20, which 
contains a region that allows for cloning of a heterologous gene into the vector; however, the 
vector sequence of SEQ ID NO: 3 does not contain this heterologous gene sequence (e.g., 
specification, paragraph [0014] and Example 1). The sequence of SEQ ID NO: 3 contains the 
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following from 5' to 3': a CMV enhancer sequence, a CMV promoter sequence, a CMV intron A 
sequence (which can be considered as comprising an enhancer sequence of intron A and further 
comprising additional intron A sequence 3' to the intron A enhancer sequence), a multiple 
cloning site, and a polyadenylation site (e.g., Example 1; alignments of GenBank Accession No. 
M60321 with SEQ ID NO: 3 as shown in Appendices I-III). Thus, the expression cassette of 
SEQ ID NO: 3 does not include every limitation of the parent claim. 

Claims 9 and 13 depend from claim 4 and are objected to for the same reason applied to 
claim 4. Although claims 9 and 13 provide further limitations to claim 1 with regard to the host 
cell, they do not include every limitation of claim 1 with regard to the expression vector. 

Claims 5 and 10 are objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is required to 
cancel the claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or 
rewrite the claim(s) in independent form. Claim 5 depends from claim 1, which requires an 
expression cassette comprising from 5' to 3' the following elements: a CMV promoter sequence, 
a CMV enhancer sequence, a CMV intron A sequence, a heterologous nucleic acid sequence, 
and a polyadenylation site, wherein the promoter is operably linked to the heterologous nucleic 
acid sequence. The sequence of nucleotides 1-1653 of SEQ ID NO: 3 comprises an expression 
cassette containing each of the recited elements except for the heterologous nucleic acid 
sequence (e.g., specification, Example 1). The sequence of SEQ ID NO: 3 is the sequence of 
plasmid pCRXA20, which contains a region that allows for cloning of a heterologous gene into 
the vector; however, the vector sequence of SEQ ID NO: 3 does not contain this heterologous 
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gene sequence (e.g., specification, paragraph [0014] and Example 1). The sequence of SEQ ID 
NO: 3 contains the following from 5' to 3': a CMV enhancer sequence, a CMV promoter 
sequence, a CMV intron A sequence (which can be considered as comprising an enhancer 
sequence of intron A and further comprising additional intron A sequence 3' to the intron A 
enhancer sequence), a multiple cloning site, and a polyadenylation site (e.g., Example 1; 
alignments of GenBank Accession No. M60321 with SEQ ID NO: 3 as shown in Appendices I- 
III). Thus, the expression cassette of nucleotides 1-1653 of SEQ ID NO: 3 does not include 
every limitation of the parent claim. 

Claim 10 depends from claim 5 and is objected to for the same reason applied to claim 5. 
Although claim 10 provides further limitations to claim 1 with regard to the host cell, it does not 
include every limitation of claim 1 with regard to the expression vector. 

Claims 6, 11 and 14 are objected to under 37 CFR 1.75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper dependent 
form, or rewrite the claim(s) in independent form. Claim 6 depends from claim 1, which 
requires an expression cassette comprising from 5' to 3' the following elements: a CMV promoter 
sequence, a CMV enhancer sequence, a CMV intron A sequence, a heterologous nucleic acid 
sequence, and a polyadenylation site, wherein the promoter is operably linked to the 
heterologous nucleic acid sequence. The sequence of SEQ ID NO: 3 comprises an expression 
cassette containing each of the recited elements except for the heterologous nucleic acid 
sequence (e.g., specification, Example 1). The sequence of SEQ ID NO: 3 is the sequence of 
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plasmid pCRXA20, which contains a region that allows for cloning of a heterologous gene into 
the vector; however, the vector sequence of SEQ ID NO: 3 does not contain this heterologous 
gene sequence (e.g., specification, paragraph [0014] and Example 1). The sequence of SEQ ID 
NO: 3 contains the following from 5' to 3': a CMV enhancer sequence, a CMV promoter 
sequence, a CMV intron A sequence (which can be considered as comprising an enhancer 
sequence of intron A and further comprising additional intron A sequence 3' to the intron A 
enhancer sequence), a multiple cloning site, and a polyadenylation site (e.g., Example 1; 
alignments of GenBank Accession No. M60321 with SEQ ID NO: 3 as shown in Appendices I- 
III). Thus, the expression cassette of SEQ ID NO: 3 does not include every limitation of the 
parent claim. 

Thus, the expression cassette of SEQ ID NO: 3 does not include every limitation of the 
parent claim. Claims 1 1 and 14 depend from claim 6 and are objected to for the same reason 
applied to claim 6. Although claims 1 1 and 14 provide further limitations to claim 1 with regard 
to the host cell, they do not include every limitation of claim 1 with regard to the expression 
vector. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 8-14 are rejected under 35 USC § 101 because the claimed invention is directed 
to non-statutory subject matter. The claimed "cell" is present or intended to be present in a 
human being, which is non-statutory subject matter (specification, paragraphs [0124] and 
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[0182]). As such, the recitation of the limitation 
24, April 21, 1987. 



Page 7 

"isolated" would be remedial. See 1077 O.G. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 4, 9 and 13 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 4 is vague and indefinite in that the metes and bounds of the phrase "wherein the 
expression cassette comprises nucleotides 54-3675 of the sequence set forth in SEQ ID NO: 3" 
are unclear. The phrase is unclear in that SEQ ID NO: 3 only contains nucleotides 1-3584. 
Thus, nucleotides 3585-3675 are not defined by the sequence of SEQ ID NO: 3. The 
specification discloses that SEQ ID NO: 3 is a DNA sequence for pCRXA20 (e.g., paragraph 
[0014]). Example 1 provides a further description of the pCRXA20 vector of SEQ ID NO: 3 and 
again indicates that the sequence is 3584 nucleotides. Because the specification does not 
disclose the identity of nucleotides 3585-3675, the metes and bounds of the claim are wholly 
unclear. 

Claims 9 and 13 depend from claim 4 and are rejected for the same reason applied to 
claim 4. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
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The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 4, 9 and 13 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The claims require the expression cassette to comprise nucleotides 54-3675 of the 
sequence set forth in SEQ ID NO: 3. 

The specification discloses that SEQ ID NO: 3 is a DNA sequence for pCRXA20 (e.g., 
paragraph [0014]). Example 1 provides a further description of the pCRXA20 vector of SEQ ID 
NO: 3 and again indicates that the sequence is 3584 nucleotides. The specification does not 
describe nucleotides 3585-3675 of SEQ ID NO: 3. 

Accordingly, no description is provided of nucleotides 3585-3675 of SEQ ID NO: 3. 
Thus, one would have recognized that Applicant was not in possession of the claimed invention 
for claims 4, 9 and 13, which require nucleotides 3585-3675 of SEQ ID NO: 3. 

Claims 4, 9 and 13 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 
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Enablement is considered in view of the Wands factors (MPEP 2164.01(A)). These 
include: nature of the invention, breadth of the claims, guidance of the specification, the 
existence of working examples, state of the art, predictability of the art and the amount of 
experimentation necessary. All of the Wands factors have been considered with regard to the 
instant claims, with the most relevant factors discussed below. 

Nature of the invention: The claims require an expression cassette comprising 
nucleotides 54-3675 of the sequence set forth in SEQ ID NO: 3. The nature of the invention is 
complex in that the claim requires nucleotides 3585-3675 of SEQ ID NO: 3, yet these 
nucleotides are not present in the sequence set forth in SEQ ID NO: 3 in the originally filed 
specification. 

Breadth of the claims: The claims are narrowly drawn to require nucleotides 54-3675 of 
SEQ ID NO: 3. 

Guidance of the specification and existence of working examples: The specification 
discloses that SEQ ID NO: 3 is a DNA sequence for pCRXA20 (e.g., paragraph [0014]). 
Example 1 provides a further description of the pCRXA20 vector of SEQ ID NO: 3 and again 
indicates that the sequence is 3584 nucleotides. The specification does not teach the sequence of 
nucleotides 3585-3675 of SEQ ID NO: 3. 

Predictability and state of the art: It would have been unpredictable to make a nucleic 
acid molecule that lacks defined structure. 

Amount of experimentation necessary: Experimentation would not be successful in 
determining the sequence of nucleotides 3585-3675 of SEQ ID NO: 3, because these nucleotides 
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are not taught by the specification in any way. The absence of this teaching would not have been 
overcome by experimentation, the skill of one in the art, or the teachings of the prior art. 

In view of the lack of guidance provided by the specification as well as the 
unpredictability of the art, the skilled artisan would have required an undue amount of 
experimentation to make and/or use the claimed invention. Therefore, claims 4, 9 and 13 are not 
are not considered to be enabled by the instant specification. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-3, 8, 12 and 15 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Thudium et al (US Patent Application Publication No. 2005/0079488 Al; see the entire 
reference). 

Regarding claims 1 and 15, Thudium et al teach a composition comprising an expression 
vector comprising an expression cassette, where the expression cassette comprises from 5' to 3' 
the following elements: a CMV promoter sequence, a CMV enhancer sequence, which can be 
part of an intron A sequence, a CMV intron A sequence from the CMV major immediate early 
gene, a heterologous nucleic acid sequence, and a polyadenylation site, where the promoter is 
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operably linked to the heterologous nucleic acid sequence (e.g., paragraphs [0006]-[0007], 
[0017], [0064], [0066], [0076], [0085], [0096]-[0098]; Example 1). 

Regarding claim 2, Thudium et al teach the vector where the CMV intron A sequence has 
a deletion (e.g., paragraphs [0047]-[0052] and [0077]-[0079]). Thudium et al teach that the 
intron A fragment of CMV IE1 intron A has the sequence of SEQ ID NO: 1 (e.g., page 5). SEQ 
ID NO: 1 is 838 nucleotides in length, and the intron sequence GT...AG spans nucleotides 1-824 
(e.g., Figure 1A). The claimed deletion of about base 1513 to about base 1736 is based on the 
number of intron A as nucleotides 1265-2088. This corresponds to a deletion of about 249 to 
about 472 of the sequence of Thudium et al. Thudium et al teach intron A fragments that retain 
at least up to the initial 7 nucleotides of the intron A region, and at least 25 nucleotides of the 3'- 
region of intron A, where any number of additional nucleotides may be present at the 5' and 3' 
ends of the intron to create internal deletions of any number of nucleotides (e.g., paragraphs 
[0077]-[0079]). Thus, Thudium et al teach a deletion of about 249 to about 472 (instant 1531 to 
1736) of the sequence of intron A. 

Regarding claim 3, Thudium et al teach the vector, where the heterologous nucleic acid 
encodes a cancer antigen (e.g., paragraphs [0085] and [0091]). 

Regarding claims 8 and 12, Thudium et al teach a host cell comprising the vector, where 
the host cell is an E. coli host cell or a mammalian host cell (e.g., paragraphs [0063], [0100] and 
[0102]). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Thudium et al (US 
Patent Application Publication No. 2005/0079488 Al; see the entire reference) in view of Wang 
et al (US Patent No. 6,518,256 Bl; see the entire reference). 

The teachings of Thudium et al are described above and applied as before. 

Thudium et al do not teach the expression vector, where the cancer antigen is encoded by 
the nucleotide sequence of SEQ ID NO: 6. 

Wang et al teach vaccines for immunotherapy of lung cancer comprising DNA molecules 
encoding a lung tumor protein, including a tumor protein encoded by the polynucleotide 
sequence of SEQ ID NO: 347 (e.g., Abstract; column 1, line 59 to column 2, line 27; column 2, 
lines 59-61; column 13, line 55 to column 14, line 41). Wang et al teach that the sequence of 
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SEQ ID NO: 347 is a determined full-length cDNA sequence for L523S (e.g., column 13, lines 
44-45). The nucleic acid sequence of SEQ ID NO: 347 is identical to instant SEQ ID NO: 6 (see 
the attached alignment in Appendix IV). Wang et al teach that the polynucleotide may be cloned 
into a variety of cloning vectors, including expression vectors, using established recombinant 
DNA techniques (e.g., column 18, lines 16-28; claims 1-3). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the expression vector encoding a heterologous cancer antigen of Thudium et 
al to include the nucleic acid sequence encoding L523S (SEQ ID NO: 347), taught by Wang et 
al, as the sequence encoding the cancer antigen, because Thudium et al teach it is within the 
ordinary skill in the art to include a heterologous nucleic acid sequence encoding a cancer 
antigen and Wang et al teach that the nucleic acid sequence of SEQ ID NO: 347 encodes a lung 
cancer antigen. 

One would have been motivated to make such a modification in order to receive the 
expected benefit of providing an expression vector capable of expressing the lung cancer antigen 
of L523S as taught by Wang et al. Based upon the teachings of the cited references, the high 
skill of one of ordinary skill in the art, and absent any evidence to the contrary, there would have 
been a reasonable expectation of success to result in the claimed invention. 



No claims are allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Dunston whose telephone number is (571)272-2916. 
The examiner can normally be reached on M-F, 9 am to 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joanne Hama can be reached on 571-272-291 1. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jennifer Dunston/ 
Primary Examiner 
Art Unit 1636 



